
Karen A. Sisson 
4776 E. Horse Mesa Trail 
Queen Creek, AZ 85242 

September 13, 2001 

Dockets Management Branch 
HFA-305, Room 4-62 
Food and Drug Administration 
5600 Fisher Lane 
Rockville, MD 20857 

Regulatory Action:Suitability Petition to Change Dosage Form From Paste 
to Liquid 
Pioneer Product:: Eqvalan Paste 1.87%, NADA 134-314 

I am respectfully requesting approval of a suitability petition to change the dosage form 
of Eqvalan Paste 1.87%, NADA 134-3 14 from a paste to a liquid to be administered 
either orally or as a top dressing for feed. 

I am requesting the agency permit the filing of an ANADA for a liquid equine horse 
wormer. The pioneer product is an equine horse wormer administered orally. I am 
proposing a liquid product, which can be administered either orally or as a top dressing, 
which would be bioequivalent to the pioneer product. The liquid product would be 
administered at the exact same dosage of 91 mcg of ivermectin per pound (200 mcg/kg) 
of body weight. 

This request is based on the following. Since the paste product starts out as a liquid and 
then is thickened to a paste, I am simply asking to be allowed to stop the procedure at the 
liquid state. There are currently no other dosage forms available for ivermectin, which are 
offered over-the-counter. The product would be measured and administered by a syringe 
either orally or as a top dressing. The labeling includes complete instructions, which 
makes it easy to administer. The consumer needs something which is easier to 
administered to difficult horses at an economical price. There are approved liquid 
ivermectins (such as NADA 140-439) but all are to be dispensed by a veterinarian. This 
usually requires a horse owner to have the veterinarian examine the horse prior to 
prescribing the product. Resent market research shows the consumer needs an alternative 
method of administering ivermectin wormers. The product I am proposing can be 
administered as a highly palatable liquid either with a syringe or to pour over the 
animal’s current feed. I have included a graph showing blood analysis results of the same 
animal being tested &ith the pioneer paste, my ivermectin liquid as an oral drench and as 
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a top dressing. In the FOI for the pioneer paste on page 94, section 7, one of the agencies 
justifications from approving the paste was “Eqvalan (ivermectin) Paste is labeled for 
OTC use because the efficacy of the product covers all economically important parasites 
of the horse. Accordingly, the parasitic diagnosis by a veterinarian would not be 
required. Directions for oral administration of Evalan (ivermectin) Paste can reasonably 
be followed by the layman,” I feel that my product is equally as easy to administer and 
therefore should be permitted under the same reasoning. 

I have included labeling for the pioneer and the proposed product. The label for the 
proposed product is an exact copy of the pioneer label with proposed dosing changes in 
shading. 

In anticipation of your approval of this request I am requesting a categorical exclusion 
under 2 1 CFR 2524(a)(8) with regard to the Environmental Impact statement. An 
Economic Impact will be provided upon request. 

, 
I further certify that all information known to me, which may be unfavorable to the 
petition is included. 

Sincerely, 

K ren A. Sisson 
4 4 76 E. Horse Mesa Trail 
Queen Creek, AZ 85242 
480-987-8433 

Enclosures: 
Graph of blood results 
Pioneer Label 
Proposed Product Labeling 
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IO mg of ivermectin per mL 

Side Panels 

WARNING: Do not use in horses intended for food purposes. 

Caution: 1vermecti.n paste has been formulated specifically for use in horses 
only. This product should bot be used in other animal species as severe 
adverse reactions, including fatalities in dogs, m$’ result. 

Refrain from smoking or eating when handling. Wash hands after use. Avoid 
contact with eyes. Keep this and all drugs out of the reach of children. 

lvermectin and excreted ivermectin residues may adversely affect aquatic 
organisms. Do not contaminate ground or surface water. Dispdse of the 
ivermectin paste syringe in an-approved landfill or by incineration. 

NOTE TO USER: Swelling and itching reactions after treatment with ivermectin 
paste have occurred in horses carrying heavy infections of neck threadworms 
(Onchocerca sp) microfilariae. These reactions were, most likely the result of 
microfilariae dying in large numbers. Symptomatic treatment may be adviseable. 
Consult you veterinarian should any ,such reactions occur. Healing of summer 
sores involving extensive tissue changes may require other appropriate therapy 
in conjunction with treatment with ivermectin paste., Reinfection, and measures - 
for its prevention, should also be considered. Consultyour veterinarian if the 
condition does not improve. 



treatment, and control of, parasitism.,,, lvermectin;,paste; provides, effective controls ., 
of the following, parasites in horses: Large,Sfrong&s (adults) - Sfrongylus 
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vulgar-is also early forms in blood vessels), S. ‘kdenfafus (also tissue stages), S.’ 
equinus, Tridonfophorus spp; Small Sfongyles including those resistent to 
some benzimidazole class compounds (adults-‘and,fourth-stage larvae) - 
Cyafhosfomum spp, Cylicocyclus spp; Cylicosfephafius spp; Cylicodonfophorus 
spp; Pinworms (adult and fourth-stage iarvae) - Oxyuris equi;‘Ascar& (adults I 
and thrid- and fourth-stage larvae) - Parascaris equorum; f-k&worms (adults) - 
Trichosfrongylus acei; Large-mouth Stomach Worms (adults) - Ha+-onema 
muscae; 5ofs (oral and gastric stages) - Gasfrophilus spp; Lungwyrms (adults 
and fourth-stage larvae) - Dicryocaulus amfield; lnfesfinal Threadtiorms 
(adults) - Sfrongyloides wesferi; Summer Sores caused by Habronema and 
Draschia spp cutaneous third-stage larvae; Dermafifis cause by neck 
threadworm microfilariae, Ochocerca sp. 

PARASITE CONTROL PROGRAM: All horses should be included in a regular 
parasite control program with ,particular attention being paid to mares, foals and 
yearlings. Foals should be treated as soon as a consistent intake of grain mix is 
occurring. This is generally between two to three months of age. Consult you 
veterinarian for a control program to meet your specific needs. lvermectin top 
dressing effectively controls gastrointestinal nematodes and bots of horses. 
Regular treatment will reduce the chances of verminous arteritis caused by S. 
vulgaris. 

PRODUCT ADVANTAGES: Broad-spectrum Control - lvermectin top dressing 
kills important internal parasites, including bots and the arterial stages of 
Sfrongylus vulgaris with a single dose. lvermectin top dressing is a potent anti- 
parasitic agent that is neither a benzimidazole nor an organophosphate. 

Safefy - lvermectin top dressing may be used in horses of all ages, including 
mares at any stage of pregnancy. 
affecting their fertility. 

Stallions may be treated without adversely 
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